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ABSTRACT 



The Food Quality Protection Act of 1996 (FQPA) requires that 
the Environmental Protection Agency (EPA) , which regulates the use of 
pesticides at the federal level, reevaluate the amounts of pesticide residues 
allowed on or in food. The EPA immediately began efforts to consider the 
additional safety factor for children, using available methods and data in an 
interim approach that has evolved over time. An internal committee now 
recommends whether to apply the additional safety factor in pesticide 
reviews, based on data completeness and evidence of increased susceptibility 
in children. Using this approach, the EPA has made decisions about applying 
the additional safety factor for 105 of the more than 450 pesticides to be 
reassessed. It determined that an additional safety factor was necessary in 
49 cases and not necessary in the remaining 56 cases. Appendices contain the 
study methodology and evaluations of three pesticides evaluated under FQPA's 
new requirement for dicofol, methomyl, and phosmet. (DFR) 
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Health, Education, and 
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B-284334 

September 11, 2000 

The Honorable Edward M. Kennedy 
The Honorable Barbara A. Mikulski 
The Honorable Frank R. Lautenberg 
The Honorable Jack Reed 
United States Senate 

Managing the risk of exposure to pesticides is important for all Americans, 
but especially for children, whose developing systems can be more 
susceptible to harm. The Food Quality Protection Act of 1996 (FQPA) 
requires the Environmental Protection Agency (EPA), which regulates the 
use of pesticides at the federal level, to reevaluate the amounts of pesticide 
residues allowed on or in food — known as tolerances. EPA must ensure 
that the tolerances are safe, that is, that there is a reasonable certainty that 
no harm will result from exposure from all food and nonfood sources. In 
doing so, unless another safety factor is determined to be appropriate, EPA 
is required to apply an additional 10-fold safety factor in setting tolerances 
to ensure the safety of foods for children. EPA is also required to ensure 
that there is reasonable certainty that no harm will result to children 
specifically from aggregate exposure to a pesticide from all sources (such 
as lawn treatments, household uses, and drinking water, as well as food). In 
addition, EPA must consider available information concerning the 
combined or cumulative effects on children from groups of pesticides that 
may act on the body in similar harmful ways. The law requires EPA to 
consider all these factors in reassessing tolerances for pesticide residues in 
foods, and in doing so, EPA must give priority to pesticides that appear to 
pose the greatest risk to public health. 

You asked us to examine how EPA is applying these requirements of the 
FQPA. We focused our efforts on three questions: 

• What approach has EPA developed for making decisions about applying 
the new safety factor? 

• What progress has been made in considering aggregate exposure and 
cumulative effects? 

• What progress has been made in reassessing tolerances for pesticide 
residues? 
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This report is based in part on a review of documents related to safety 
factor determinations and pesticide risk assessments, as well as a review of 
EPA’s database for tracking tolerance reassessments. We supplemented this 
analysis with interviews at EPA, as well as with federal health agencies, 
chemical industry and environmental groups, and outside experts. We did 
not evaluate EPA’s regulatory decisions or the quality of the data behind 
them. Appendix I provides further details on our methodology. We 
performed our work from October 1999 through July 2000 in accordance 
with generally accepted government auditing standards. 


Results in Brief 


When FQPA became law in 1996, EPA immediately began efforts to 
consider the additional safety factor for children, using available methods 
and data in an interim approach that has evolved over time. An internal 
committee now recommends whether to apply the additional safety factor 
in pesticide reviews, based on data completeness and evidence of 
increased susceptibility in children. Using this approach, EPA has made 
decisions about applying the additional safety factor for 105 of the more 
than 450 pesticides to be reassessed. It determined that an additional safety 
factor was necessary in 49 cases and not necessary in the remaining 56 
cases. 

EPA also has interim procedures in place for considering aggregate 
exposure, which incorporate available data on exposures from food, 
drinking water, and residential uses. Data on nonfood exposures have been 
lacking for most pesticides, however, and methods for estimating and 
combining such exposures are still being developed. EPA has not yet begun 
to consider cumulative effects in the regulatory process. It has determined 
that one group of pesticides that is considered to be high-risk, called the 
organophosphates, will need to be assessed for cumulative effects, but 
methods for doing so are still under development. The potential effects of 
considering aggregate exposure and cumulative effects are beginning to 
emerge. On June 8, 2000, after applying the additional safety factor and 
conducting an aggregate exposure assessment for chlorpyrifos (an 
organophosphate sold as Dursban, and the most widely used household 
pesticide in the United States), EPA announced a need to substantially 
reduce children’s exposure to this pesticide by reducing its use on foods 
frequently eaten by children and by eliminating nearly all household uses. 
EPA has not completed aggregate exposure reviews for all 39 
organophosphates individually, but when it does, a cumulative assessment 
will be required for the group, which may identify the need for additional 
changes. 
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EPA has reported progress in reassessing existing tolerances for pesticide 
residues on foods, but relatively few of these allowable limits have changed 
as a result of considering FQPA’s new requirements. The act called for 
reassessing one-third of all existing tolerances by August 1999 — a goal EPA 
met. We analyzed a somewhat larger group, those counted as reassessed 
through April 2000. For about 47 percent of these tolerances, the 
manufacturer agreed with EPA to eliminate the tolerances and withdraw 
the pesticides from those uses (a pesticide has a separate tolerance for 
each food crop it is used on), before the additional safety factor or 
aggregate exposures were considered. In most of these cases the pesticide 
was no longer being used on a particular food crop or the manufacturer 
decided not to maintain the ability to use it on a particular food crop. Most 
of the remaining reassessments in the group we analyzed resulted in no 
change. In reassessing tolerances, EPA has given priority to high-risk 
chemicals. Some high-risk pesticides have been reassessed. However, the 
only tolerances counted as reassessed for the high-risk organophosphate 
pesticides were ones that were canceled voluntarily, because the 
organophosphates will require a cumulative assessment before existing 
tolerances can be formally reassessed. 



Background 111 essence, evaluating and managing the risk from exposure to pesticides 

involve determining the maximum safe level of exposure to a pesticide and 
assessing whether expected actual exposure is below this maximum level. 1 
Figure 1 shows how these two steps relate to each other. As long as the 
expected exposure remains lower than the maximum safe exposure, the 
risk created by use of the particular pesticide is within acceptable limits 
and usually no action is required. However, once expected actual exposure 
levels exceed the maximum safe amount, EPA must determine the best 
ways to reduce exposure below the safe level to mitigate the risk. Many 
possible risk mitigation actions may be applied, ranging from prohibiting 
an agricultural or residential use of the pesticide to changing directions for 
its use (such as spraying less often). These mitigation steps are intended to 
reduce overall exposure from all sources, including exposure through 
pesticide residues on foods. 



The word pesticide” is used broadly here to include insecticides, herbicides, fungicides, 
rodenticides, and the like, which are designed to prevent, destroy, repel, or reduce pests. 
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